JEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnuunoi, 3, 02099, Tesn. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €ZIPTIOY 37079055

BUCHOBOK
npo AKiCTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody
15.03.2024 Ne 13242/24/26
KPAMITIAJIIKA

(naiiMenyBaHHA Jikapchkoro 3acoby 3ri/IHO 3 peecTpauiiftHMM MOCBIAYEHIAM )
Ta0/1eTKH, BKPHTI ILIIBKOBOIO 00010HK010, 10 500 mr; mo 10 Tabaerox y 6aicrepi; mo 3
OJricTepH Y KAPTOHHIH nmavui

(hopma BHyCKY, J103yBaHHS, BUA NAKyBaHHA Jlikapcbkoro 3acoly)

Homep peectpauiiinoro nocsimuenns UA/18941/01/02 crpok aii peecrpauiiinoro nocsinuenns 10.09.2026

Cepis nikapcbkoro 3acoby Ne 0401023 KinbkicTb BBE3€HOrO JTiKapebkoro 3acody 1830
Bupo6HHK ®apmaren CA, ['penist
(naiiMenynanis BUpOOHHKa Nikapchkoro 3aco0y, kpaita NoXoUKEHHs)
Baeseno B Vkpainy TosapucTBO 3 06Mexenoro BianosixaabnicTio "BYCT ®APMA",
inenT. kon: 44107410

(saiiMenyrauns Ta ko 3a C/IPIIOY opuamnsHoi ocobu abo npiinuie, iM's, o Garukosi
(pizuuHol 0coBH - nianpHeMus, Ti MicLe NPOXKHBAHIS Ta pecerpaitiiinuii Homep 00niKoBOT
KapTKHM IJIATHUKA 104aTKiB 200 cepisl Ta HOMEp NaciopTa)

Mporokoa BisyanLHoro kontpomo sia 15.03.2024 Ne 914/14.

3a pe3yabTaTamu JIEPKABHOTO KOHTPOJIO BCTAHOBIEHO, 1O nikapcekuii  3acid BBe3eHO B Ykpainy 3

AOTPHMAHHSAM BHMOI 3aKOHOAABCTBA LLOAO 3abe3neyeHHs AKOCTI JliKapchKHuX 3acobis.

7
Muxkosia XOJIOJAEHKO

HTPOJIO) (nianuc) (ininiany Ta npizsHuLe)

o s
! 2B Yo
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CEPTU®DIKAT AHANI3Y

Kog: CoAQMOO1LEVES00_MISTRAL_UA
Bepcis: 001

Oata: 29.01.2024

Nigrotyeana: Xapa Bnaxy

Peuensia: Anna MNepicrepaki
CxsaneHHs: Byna Yamocdarigi

KPAMMAJIKA, Ta6neTku, BKpUTi NNiBKOBO 060/10HKO0, No 500 mr (/IEBET)

[ata eupobHuurea: 04-12-2023

Bupo6Huua cepin: 0306227
Cepia A®I: 1341572

Bupo6HUK:
3BiT npo sigxuneHHa: M HI

MEPEBIPKA

Onuc

Idenmucdpikayin

CepedHsa maca

OdHopidHicme macu

OdHopidHicme dososaHux
oduHuyb (sapiayia macu)

Bmpama npu sucywysarHi
Tsepdicme
KinokicHuli emicm

Cynymti domiwku ma
npodykmu dezpadayii

EnanmiomepHa yucmoma

PosnadaHHsa

PosyuHeHHA

19enmudpirayia mumany
diokcudy

IdeHmudpirayia xiHoniHosozo
#08mozo

3anuwkosi po3yuHHUKU

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

GAPMATEH C.A.

TepmiH npugaTtHocTi: 11-2026
Poamip cepii: 100 000 1a6n.
MoctauanbHUK ADI:

MakyBaHHA:

GAPMATEH C.A.

Cepia: 0401023

HbIOJIEH,

O TAK (38im npo sidxuneHHa dodaembca)

CTIELMOIKALIA

osToro konbopy, goeracTi, Asoonykni Tabnetku bes pedekris.

Poamipu: 19,4+0,1mm Ha 7,840,1 mm. ToewmHa: 5,1+0,2 mm

|. BigHocHwMiA yac yTprmaHHA niky JleeeTupaueTamy B po3ymHi
3pa3ska Mo BiAHOLWEHHIO 10 PO34MHY NOPIBHAHHA CTAHOBUTb
RRT=1,040,1

2. Y®-cnekTp cTaHaapTy Bignosigae YO-cnektpy 3paska (BEPX -

KMK)
680,0 mr+5 % mr
(646,0 - ?14,0} mr

He Binblwe Hix 2 TabneTku BigXnnAOTLEA 33 Macoo Binbl HixK
Ha 5% Big oTprMmaHoi cepegHboi MacK

oaHa TabneTka He mae BigxuneHb y maci binbw Hixk Ha 10% Big

cepegHboOi Macu
MpuitmansHe umnecno (10 Tabnetok) < 15,0

He binbwe, Hix 4,0%
He meHwe, Hix 60N

95,0 - 105,0% Big 3aABNeHOI KiNbKOCTI

BEPX
NeseTupauetamosa kucnota £ 0,10%
Byab-aka oguHuyHa gomiwka < 0,10%

Cyma pomiwok < 0,50%

He binbwe, Hix 0,50%
He 6inbue, Hix 30 x8., y Boai npu 37°C +1°C

Nonari anaparty Il, 50 06/x8s, BignoBigaoTb YMHHIK peakuii
Ph.Eur (BBogaTbea S1, S2). % po3urHeHOol peyoBUHM:
Q=85% Big 3anaBneHoi KinbkocTi 3a 20 xB

YTBOPIOETLCA YepBOHO-MOMapaHYEeBMIA KONip

3pazokK i cTaHA3PT iAeHTUYHI

CrmpT eTnosmit: He Ginbwe, Hixk 2500 MKr/TabneTky

PE3YNIbTATH

Bionosigae
7,8mm X 19,4mm X 5,1mm

1. MoawuTtmeHmia RRT = 1,0
2. NosntrBHMIA

667,9 mr

Miun.: 641,0 mr
Makc.:711,7 mr
Bignosigae

9,1

1,2%

164N
MinH.:124N
Makc.: 191N

97,2%

JNesetupaueramosa kucnota: BDL
Bynb-Aaka oguHMYHa gomiwKa:
BQL(LOQ=0,005%)

Cyma pomiwok: 0,02%

BDL
02',17"-05,32"

98%
MiH.:93%
Makc.:108%

Mo3uTreHMIA

Mo3uTreHMIA

100 mKr

Manufacturing sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidala
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Mikpobionoziuna yucmoma

lepmemuunicme Baicmepy

lNaxysauHa

BidnosidanvHuli 3a
KOHMpOsb AKocmi

3aranbHa KinbKicTb aepobHMx mikpoopraHizmis: He binbue,
Hixk 1000 KYO/1r
3aranbHa KinbKicTb ApiMAKOBUX Ta NAicHABMX rpubis: He
binbwe, Hixx 100 KYO/1r
E.Coli: NMT 0 KYO/1r

MogiTpo- i BogoHenpoHMKHI Yepes 30 cekyHA. B 1% po3ymHi
MEeTWNeHOBOIO CMHLOTO, Nig Tuckom 160 mm p.cT.
KaptoHHa KopoSKa MicTUTb HeobXxigHy KinbKicTb BricTepis i3
Henposoporo binoro MBX/MNE/NBOX/antomixito 3 signosigHoto

KinbKicTio TabneTok Ta iHcTpyKuieto. Ha Hil HagpykosaHo
Cepis, MpuaatHui go.

Hikoc Kopaanic
MeHe}ep 3 KOHTPOIO AKOCTI/YNOBHOBaMKeHa ocoba
®apmateH CA.
/Nignuc/ 01/03/2024

* BDL - Huxue mexi euasneHHn / Below Detection Limit
BQL - Huxue KinbKicHoi mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbKicHoro susHadeHHa / Level of Quantitation
LOD - Mea BuasneHHa / Limit of Detection
N/A - He 3acTocoByeTbca / Not Applicable
ND - He suasneHo / Not Detected

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Koga: CoAQMOO1LEVES00_MISTRAL_UA

Bepcis: 001

Oata: 29.01.2024
Nigrotyeana: Xapa Bnaxy
Peuensia: Anna MNepicrepaki
CxsaneHHs: Byna Yamocdarigi

TAMC: <10 KYO/1r
TYMC: <10 KYO/r
E.Coli: BigcyTtHa

lepmeTMyHO

Bignosigae

[ata sunycky: 01-03-2024

Manufacturlng sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidala



’ Pharmathen Koa: CoCQMO01MISTRAL_UA

g ; Bepcia: 001
Innovation inspired by life ,[],aFT)a- 25.05.2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NMPOAYKLII: KPAMMNAIKA, TabneTkn, BKpUTi nniBKoBolo 060/10HKOMO, no 500 mr
NIKAPCbKA $OPMA: TABNETKHM CUANA Al : 500mr/Tabn. JlegeTUpaueTam
PO3MIP | TUN YNAKOBKM: ¥Ynak x 3 Bnictepu x 10 Tabn.

KINbKICTb: 1830 YNAK

KPATHA-IMMOPT: YKPAIHA

PEECTPALJIMHE NOCBIAYEHHA Ne: UA/18941/01/02

HOMEP CEPII BULK: 0306227

®IHANBHWIA HOMEP CEPII: 0401023

OATA BUTOTOB/IEHHA: 04-12-2023 TEPMIH NPHUAOATHOCTI : 11-2026
BUPOBHUWYA OINTIbHMUUA Ta ii agpeca: SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMka, 15351, Mpeuja

No GMP-ceptudirar / No MIA: 141425/ 21-12-2021 / 0000006501/22/1

,[l,lﬂbHMLlﬂ EANORIAANBHASAAHANIS SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

Ta ii agpeca:

GMP-ceptudikat No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1

BUPOBHMK, BI,D,I'IOBI,[I,AJ'IbHMﬁ 3A
MNAKYBAHHA Ta ioro agpeca:
GMP-cepTudikat No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
BUPOBHMK, BI,ﬂHOBI,ﬂMbHMﬁ 3A
BUNYCK CEPII 1a iioro agpeca:
GMP-cepTudikat No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
1341572 / HblONMEHA

SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

GAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

HOMEP CEPII API:

Hetoneng NabopeTopis Mlimiten AinbHuua-1, Ci. Ne: 347, 473, 474, 490/2
opora Beepabragpacsami Temnn,

BUPOBHUWK A®I Ta ioro agpeca: Aop P ,u,p. . = .

Cennuwe BoHTananni, l'ymmagigana Madgan, paod CaHrapeaai —502313

TenaHraHa, lHajn.

PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy roToBoi NpoayKuil 40AaETbCA.
KOMEHTAPI / 3AYBAMEHHA: -N/A-
BIAXWNEHHS: O TAK M HI

KinbKiCTb OKYMEHTIB, O A0A3KTLCA:

LUum A niaTsepayto, Wo 3a3Ha4veHa iHbopMaljA € 4OCTOBIPHOIO Ta TOYHOIO.

3anucK cepiitHoi 06pobKK, YyNakoBKK Ta aHaniay Bynu nepernAHyTi Ta BU3HaHI BigNoBiaAHMMMK A0 BumMor HanemHoi BupobHuuoi MNpakTuKK
(GMP).

La cepia npoaykTy, BKAodatoun AP, 6yna BUroToBNeHa, BKIOMAOYM YNAKOBKY Ta KOHTPO/b AKOCTI Ha BULLLE3a3HAYeHWX [iIAHKAX, Y NMOBHIM
BignoeigHocTi 4o Bumor GMP Ta Bumor micuesux PerynatopHux OpraHie, a Takox 4o cneumndikauii niueHsii Ha Nnpogax, i BUNyLLeHa.

Im'a

YnosHoBaeHa ocoba: Hikoc Kopp,anic

MeHeaKep 3 KOHTPO/IO AKOCTi/YNoBHOBa}eHa ocoba
dapmareH C.A.

/Nignuc/ 01/03/2024

NMignuc
YnosHoBaMeHoi ocobu:

Aata sunycky: 01-03-2024

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing srte Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidala
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Code: CoAQMOO1LEVE500_MISTRAL_UA

Version: 001

Date: 29/01/2024

Prepared by: Hara Vlachou
Review: Anna Peristeraki
Approval: Voula Chamosfakidi

CERTIFICATE OF ANALYSIS

'CRAMPALIKA (LEVET) 500mg f.c. tablets

Man. Date : 04-12-2023

Pack Lot :0401023

Expiry Date :11-2026

Manuf. Lot :0306227

Batch Size :100.000 Tabs

Active Ingredient Lot :1341572

Active Ingredient Supplier:NEULAND

Man. Site: Pharmathen S.A

Pkg. Site: Pharmathen S.A

Deviation Report: [ NO

[ YES (the deviation report is attached)

Controls Specifications Results
Yellow, oblong, biconvex tablets with no defects i
' Appearance | Dimensions: 19.4+0.1mm x 7.8+0.1mm Conforms
| Thickness: 5.1+0.2mm 78mX19.4mmX5.Imm |
I 1.The relative retention time of Levetiracetam peak in the f
sample solution in relation to the reference solution is 1. RRT=1.0
' Identification RRT = 1.0 + 0.1 |
‘ 2.UV spectrum of standard correspond to UV spectrum of 2. Positive
i sample (HPLC - PDA)
I Average mass 680.0mg + 5%mg (646.0-714.0)mg 667.9mg
4 M e Min: 641.0m
e b No tablets deviate in mass more than 10% of the average Max:711.7mg
mass obtained Conforms
Uniformity of dosage units
(Mass Variation) Acceptance Value (of 10 tablets) < 15.0 9.1 |
Loss on drying NMT 4.0% 1.2% |
164N |
Hardness NLT 60N Min: 124N
Max:191N
Assay 95.0 - 105.0% of the stated amount 97.2%
—— HPLC Levetiracetam acid: BDL
T Levetiracetam acid NMT 0.10% Any single impurity:
| Degradation products Any single impurity NMT 0.10% BQL(LOQ=0.005%) ]
Total NMT 0.50% Total: 0.02% !
Enantiomeric purity NMT 0.50% BDL
Disintegration Max. 30 min in water at 37°C + 1°C 027 177-=-0582.327
Apparatus Il paddles, 50rpm, 98%
; ; Comply with Ph.Eur current edition L
Riselycion | (introducing 51,52) Mm'%/:’ l
% Dissolved: Q=85% of the stated amount in 20 min Max:108% |
Identification of Titanjum ; i [
Dicxide Red-Orange colour is produced Positive H
By rcat;:ﬂ :‘{ Qiinclne Sample and standard similar Positive
Residual solvents Ethanol: NMT 2500ug/tablet 100 pg

Microbial contamination

Total Aerobic Microbial count: NMT 1000 cfu/1g

TAMC:<10cfu/1g

Pharmathen S.A.

Headquariers: 44 Kifissias Avenue, 151 25 Marousi. Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583

www.pharmathen.com

Prepared by: Eva Makridala



Code: CoAQMOO1LEVESO0_MISTRAL_UA
Version: 001
4 Pharmathen

Innovation inspired by life Prepared by: Hara Vlachou
Review: Anna Peristeraki
Approval: Voula Chamosfakidi

Total Yeast and Mould Count: NMT 100 cfu/1g TYMC:<10cfu/lg
E.Coli: NMT O cfu/1g E coli: Absence
. . Air and water tight after 30 sec. in 1% methylene blue e
Mistur tightieix solution, 160 mmHg pressure Tight
Cardboard box contains the appropriate number of blisters
; of opaque white PYC / PE / PYDC/Aluminium with the
Packaging appropriate number of tablets and an instruction leaflet Conforms
and is printed with Lot, Exp.
Responsible for 0 Release Date :01-03-2024
Quality Control _ "9/ 01103 EZ\{
—— oy
IR
"4%% %:,

S 99"7%

Pharmathen S.A

Headquarters: 44 Kifissias Avenue, 151 25 Marous, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com

Prepared by: Eva Makridaki
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Code: CoCQMOOTMISTRAL_UA
Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE

FOR FINISHED PRODUCT

'NAME OF PRODUCT:
DOSAGE FORM:

| PACK SIZE AND TYPE:

QUANTITY:

IMPORTING COUNTRY:
PRODUCT MA No:
BATCH NUMBER BULK:
BATCH NUMBER FIN:

\ MANUFACTURE DATE:

MANUFACTURING SITE

‘ name & address

GMP-certificate No/ MIA No:

| ANALYSIS SITE name &

. address

| GMP-certificate No/ MIA No:

PACKAGING SITE name &

! address

‘ GMP-certificate No/ MIA No:

RELEASE SITE name &

address

! GMP-certificate No / MIA No:

BATCH NUMBER OF API:
‘ APl MANUFACTURER
‘ NAME AND ADDRESS:
RESULT OF ANALYSIS:

‘ COMMENTS/REMARKS:

DEVIATIONS:

CRAMPALIKA (LEVET) 500mg f.c. tablets
TABLETS STRENGTH: 500mg/TAB
BTX3BLISTERX10TABS

1.830 BT

UKRAINE

UA/18941/01/02

0306227

0401023

04-12-2023 EXPIRY DATE: 11-2026
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021 / 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021 / 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021 / 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021 / 0000006501/22/1

1341572 /INEULAND

Neuland Laboratories Limited Unit-I, Sy. No: 347, 473, 474, 490/2
Veerabhadraswamy Temple Road,

Bonthapally Village, Gummadidala Mandal, Sangareddy District - 502 313
Telangana, India.

Certificate of analysis of finished product attached.

-N/A-

O YES ¥ NO
Attached number of documents:

| hereby certify that the above information is authentic and accurate.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

This batch of product, including API, has been manufactured, including packaging and quality control at
the above mentioned sites in full compliance with the GMP requirements and the local Regulatory
Authority and with the specifications of the Marketing Authorization and is released.

Name of Qualified Person:

: o Oo%:u *"s
Signature of Qualified Person: ,,&
O ,F)!U 3/ ,9/%,, /,'&

Date of Release: 01-03-2024 {
Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f+30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion sir., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f +30
210 6604 583

www.pharmathen.com

a.'
l9 f/o‘o

Prepared by: Eva Makridaki

Levetiracetam ’

|



AEPKABHA CJIY)KBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoe. Hanii Ceitanunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa CJIPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3€HOro B Y KpaiHy JiKapcbKoro 3acody

11.03.2024 Ne 11953/24/26

KPAMIIAJIIKA

(naiimenysanns nikapeskoro 3acofy 3riano 3 peectpauifHUM NOCBIAMCHHAM )
TabjIeTKH, BKPHTI ILIIBKOBOIO 000/101K010, 10 500 Mr; no 10 Tabaerok y Ouicrepi; 1o 3
OJricTepu B KapTroHHiH nmagni

(popma BunycKy, J103yBaliis, BHA NaKyBaHH JdikapchKoro 3acoly)
Homep peectpauiiinoro nocsipuenns UA/18941/01/02 crpok aii peectpauiiivoro nocginvenns 10.09.2026
Cepis nikapcbkoro 3aco6y Ne 0400300 KinbkicTs BBe3eHoOro nikapeskoro sacoby 1914

BupoGHuk Mdapmaren CA, ['penist

(naiimenysanns BupobitKa nikapeskoro 3acoly, kpaiia NnoXoKEHH)

BeeseHo B Vkpainy TOBAPHUCTBO 3 OBMEXXEHOIO BIITIOBITAJIBHICTIO
"BYCT ®APMA", inent. koa: 44107410

(naiimenyBauns Ta ko 3a CJ/IPI1OY opuanunoi ocotu aGo npizsuiie. iM'a, no Garsrosi (hisn4noi
ocobu - nimpuemus, ii Micue npoxkusanHs Ta peectpaitiiinuil HoMep 0BNIKOBOT KapTKH MUKITHIKA
noaarkis abo cepis Ta HOMEp nacnopTa)

TpoToko Bizyannnoro konrpomo sia 11.03,.2024 Ne 795/5.

3a  pesy/ibTATAMH  JIEPIKABHOTO KOHTPOJNIO  BCTAHOBJEHO, MO  JIKAPCLKUHA jacid BBeseHo B Ykpainy 3
JOTPHMAHHAM_ BUMOI" 3aKOHOJABCTBA 100 3a0e3MeUCHHS AKOCTI JTiKapcbKHX 3aco0iB.
 —

/
Mukona XOJIOJAEHKO

(nianuc) (ininianw Ta npissyine)
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[arta empobHuurea: 30-10-2023

Bupo6Huua cepia: 0305523
Cepia A®I: 1340725

Bupo6HUK:
3BiT npo sigxuneHHa: M HI

MEPEBIPKA

Onuc

Idenmucdpikayin

CepedHsa maca

OdHopidHicme macu

OdHopidHicme dososaHux
odunuys (sapiayia macu)

Bmpama npu sucywysarHi
Tsepdicme
KinokicHuli emicm

Cynymti domiwku ma
npodykmu dezpadayii

EHanmiomepHa wucmoma

PosnadaxHsa

PosyuHeHHA

19enmudpirayia mumany
diokcudy

IdeHmudpirayia xiHoniHosozo
#08mozo

3anuwkosi po3yuHHUKU

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

GAPMATEH C.A.

CEPTU®DIKAT AHANI3Y

TepmiH npugaTtHocTi: 09-2026
Poamip cepii: 100 000 1a6n.
MoctauanbHUK ADI:

MakyBaHHA:

Kog: CoAQMOO1LEVES00_MISTRAL_UA
Bepcis: 001

Oata: 29.01.2024

Nigrotyeana: Xapa Bnaxy

Peuensia: Anna MNepicrepaki
CxsaneHHs: Byna Yamocdarigi

KPAMMNA/IKA, TabneTku, BKpUTi NniBkosolo obonoHKow, no 500 mr

Cepia: 0400300

HbIOJIEH,

GAPMATEH C.A.

O TAK (38im npo sidxuneHHa dodaembca)

TEXHIYHI XAPAKTEPUCTUKH

osToro konbopy, goeracTi, Asoonykni Tabnetku bes pedekris.

Poamipu: 19,4+0,1mm Ha 7,840,1 mm. ToewmHa: 5,1+0,2 mm

|. BigHocHwMiA yac yTprmaHHA niky JleeeTupaueTamy B po3ymHi
3pa3ska Mo BiAHOLWEHHIO 10 PO34MHY NOPIBHAHHA CTAHOBUTb
RRT=1,040,1

2. Y®-cnekTp cTaHaapTy Bignosigae YO-cnektpy 3paska (BEPX -

KIK)

680,0 mr+5 % mr
(646,0 - ?14,0} mr

He Binble Hix 2 TabneTku BigXMNAOTLEA 33 Macoo Binbll HixK
Ha 5% Big oTprMmaHoi cepeHboi MacK

oaHa TabneTka He mae BigxuneHb y maci binbw Hixk Ha 10% Big

cepefHbol Macu

MpuitmansHe umnecno (10 Tabnetok) < 15,0

He binbwe, Hix 4,0%
He meHwe, Hix 60N

95,0 - 105,0% Big 3aABNeHOI KiNbKOCTI

BEPX
NeseTupauetamosa kucnota £ 0,10%
Byab-aka oguHuyHa gomiwka < 0,10%

Cyma gomiwok £ 0,50%

He 6inbwe, Hix 0,50%
He 6inbuwe, Hix 30 x8., y Bogi npu 37°C +1°C

Nonari anaparty ll, 50 06/xs, BignosigatoTb UMHHIK peakuii
Ph.Eur (BBogaTbea S1, S2). % po3urHeHOol peyoBUHM:
Q=85% Big 3anaBneHoi KinbkocTi 3a 20 xB

YTBOPIOETLCA YepBOHO-MOMapaHYEeBMIA KONip

3pazokK i cTaHA3PT iAeHTUYHI

CrmpT eTnosmit: He Ginbwe, Hixk 2500 MKr/TabneTtky

PE3YNIbTATH

Bionosigae
7,8mm X 19,5mm X 5,1mm

1. MoawuTtmeHmia RRT = 1,0
2. NosntrBHMIA

678,2 mr

Miun.: 640,5 mr
Makc.:707,9 mr
Tinbku ogHa Tabnetka mae
BiAXMNEHHA BiJ cepeAHbOi MacK
<5%

4,0

1,2%

175N
MinH.:132N
Makc.:202N

100,1%

Nesetupaueramosa kucnota: BDL
Bynb-Aaka oguHMYHa gomiwKa:
0,01%

Cyma gomiwok: 0,01%

BDL
03',48"-06,42"

99%
MiH.:95%
Makc.:105%

Mo3uTreHMIA

Mo3uTreHMIA

46 MKr

Manufacturing sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidala
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Mikpobionoziuna yucmoma

lepmemuunicme Baicmepy

lNaxysauHa

BidnosidanvHuli 3a
KOHMpOsb AKocmi

3aranbHa KinbKicTb aepobHMx mikpoopraHizmis: He binbue,
Hixk 1000 KYO/1r
3aranbHa KinbKicTb ApiMAKOBUX Ta NAicHABMX rpubis: He
binbwe, Hixx 100 KYO/1r
E.Coli: NMT 0 KYO/1r

MogiTpo- i BogoHenpoHMKHI Yepes 30 cekyHA. B 1% po3ymHi
MEeTWNeHOBOIO CMHLOTO, Nig Tuckom 160 mm p.cT.
KaptoHHa KopoSKa MicTUTb HeobXxigHy KinbKicTb BricTepis i3
Henposoporo binoro MBX/MNE/NBOX/antomixito 3 signosigHoto

KinbKicTio TabneTok Ta iHcTpyKuieto. Ha Hil HagpykosaHo
Cepis, MpuaatHui go.

Hikoc Kopaanic
MeHe}ep 3 KOHTPOIO AKOCTI/YNOBHOBaMKeHa ocoba
®apmateH CA.
/Nignuc/ 09/02/2024

* BDL - Huxue mexi euasneHHn / Below Detection Limit
BQL - Huxue KinbKicHoi mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbKicHoro susHadeHHa / Level of Quantitation
LOD - Mea BuasneHHa / Limit of Detection
N/A - He 3acTocoByeTbca / Not Applicable
ND - He suasneHo / Not Detected

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Koga: CoAQMOO1LEVES00_MISTRAL_UA

Bepcis: 001

Oata: 29.01.2024
Nigrotyeana: Xapa Bnaxy
Peuensia: Anna MNepicrepaki
CxsaneHHs: Byna Yamocdarigi

TAMC: <10 KYO/1r
TYMC: <10 KYO/r
E.Coli: BigcyTtHa

WinbHo

Bignosigae

[ata sunycky: 02-02-2024

Manufacturlng sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidala
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CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NMPOAYKLII: KPAMMNAIKA, TabneTkn, BKpUTi nniBKoBolo 060/10HKOMO, no 500 mr
NIKAPCbKA $OPMA: TABNETKHM CUANA Al : 500mr/Tabn. JlegeTUpaueTam
PO3MIP | TUN YNAKOBKM: ¥Ynak x 3 Bnictepu x 10 Tabn.

KINbKICTb: 1914 YNAK

KPATHA-IMMOPT: YKPAIHA

PEECTPALJIMHE NOCBIAYEHHA Ne: UA/18941/01/02

HOMEP CEPII BULK: 0305523

®IHANBHWIA HOMEP CEPII: 0400300

OATA BUTOTOB/IEHHA: 30-10-2023 TEPMIH NPHUAOATHOCTI : 09-2026
BUPOBHUWYA OINTIbHMUUA Ta ii agpeca: SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMka, 15351, Mpeuja

No GMP-ceptudirar / No MIA: 141425/ 21-12-2021 / 0000006501/22/1

,[l,lﬂbHMLlﬂ EANORIAANBHASAAHANIS SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

Ta ii agpeca:

GMP-ceptudikat No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1

BUPOBHMK, BI,D,I'IOBI,[I,AJ'IbHMﬁ 3A
MNAKYBAHHA Ta ioro agpeca:
GMP-cepTudikat No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
BUPOBHMK, BI,ﬂHOBI,ﬂMbHMﬁ 3A
BUNYCK CEPII 1a iioro agpeca:
GMP-cepTudikat No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
1340725/ HblONMEHA

SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

GAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

HOMEP CEPII API:

Hetoneng NabopeTopis Mlimiten AinbHuua-1, Ci. Ne: 347, 473, 474, 490/2
opora Beepabragpacsami Temnn,

BUPOBHUWK A®I Ta ioro agpeca: Aop P ,u,p. . = .

Cennuwe BoHTananni, l'ymmagigana Madgan, paod CaHrapeaai —502313

TenaHraHa, lHajn.

PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy roToBoi NpoayKuil 40AaETbCA.
KOMEHTAPI / 3AYBAMEHHA: -N/A-
BIAXWNEHHS: O TAK M HI

KinbKiCTb AOKYMEHTIB, L0 A0A3KTLCA:

LUum A niaTsepayto, Wo 3a3Ha4veHa iHbopMaljA € 4OCTOBIPHOIO Ta TOYHOIO.

3anucK cepiitHoi 06pobKK, YyNakoBKK Ta aHaniay Bynu nepernAHyTi Ta BU3HaHI BigNoBiaAHMMMK A0 BumMor HanemHoi BupobHuuoi MNpakTuKK
(GMP).

La cepia npoaykTy, BKAodatoun AP, 6yna BUroToBNeHa, BKIOMAOYM YNAKOBKY Ta KOHTPO/b AKOCTI Ha BULLLE3a3HAYeHWX [iIAHKAX, Y NMOBHIM
BignoeigHocTi 4o Bumor GMP Ta Bumor micuesux PerynatopHux OpraHie, a Takox 4o cneumndikauii niueHsii Ha Nnpogax, i BUNyLLeHa.

Im'a

YnosHoBaeHa ocoba: Hikoc Kopp,anic

MeHeaKep 3 KOHTPO/IO AKOCTi/YNoBHOBa}eHa ocoba
dapmareH C.A.

/Nignuc/ 09/02/2024

NMignuc
YnosHoBaMeHoi ocobu:

Aata sunycky: 02-02-2024

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing srte Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidala
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Code: CoAQMOO1LEVESO0_MISTRAL_UA
Version: 001

Date: 29/01/2024

Prepared by: Hara Vlachou

Review: Anna Peristeraki
Approval: Voula Chamosfakidi

CERTIFICATE OF ANALYSIS

CRAMPALIKA (LEVET) 500mg f.c. tablets

Man. Date : 30-10-2023 Expiry Date :09-2026

Pack Lot :0400300

Manuf. Lot :0305523

Batch Size :100.000 Tabs

Active Ingredient Lot :1340725

Active Ingredient Supplier:NEULAND

Man. Site: Pharmathen S.A

Pkg. Site: Pharmathen S.A

Deviation Report: [ NO

[ YES (the deviation report is attached)

Controls Specifications Results
Yellow, oblong, biconvex tablets with no defects
Appearance Dimensions: 19.4+0.1mm x 7.8+0.1mm Conforms
Thickness: 5.1+0.2mm 7.8mX19.5mmX5.1mm
1.The relative retention time of Levetiracetam peak in the
sample solution in relation to the reference solution is 1. RRT=1.0
Identification RRT = 1.0+ 0.1
2.UV spectrum of standard correspond to UV spectrum of 2, Positive
sample (HPLC - PDA)
Average mass 680.0mg + 5%mg (646.0-714.0)mg 678.2mg
Not more than 2 tablets deviate in mass more than 5% of Min:.640.5mg
Uniformity of mass the reported average mass obtained Max:707.9mg

No tablets deviate in mass more than 10% of the average
mass obtained

Only one tab deviates for
the average mass <5%

Uniformity of dosage units

(Mass Variation) Acceptance Value (of 10 tablets) < 15.0 4.0
Loss on drying NMT 4.0% 1.2%
175N
Hardness NLT 60N Min: 135N
Max:202N
Assay 95.0 - 105.0% of the stated amount 100.1%

HPLC
Related ::dbsm"“s Levetiracetam acid NMT 0.10%

Any single impurity NMT 0.10%

Levetiracetam acid: BDL
Any single impurity: 0.01%

Degradation products Total NMT 0.50% Total: 0.01%
Enantiomeric purity NMT 0.50% BDL
Disintegration Max. 30 min in water at 37°C = 1°C 03°.48’-06°.42”
Apparatus Il paddles, 50rpm, 999
. . Comply with Ph.Eur current edition £
Dissolution (introducing 51,52) Mln.‘)S"/oo
% Dissolved: Q=85% of the stated amount in 20 min Max:105%
identif ’"Dt;::i;’; Titankin Red-Orange colour is produced Positive
Bt 'mt;::: 0‘:{( e Sample and standard similar Positive
Residual solvents Ethanol: NMT 2500ug/tablet 46 pg
Microbial contamination Total Aerobic Microbial count: NMT 1000 cfu/1g TAMC:<10cfu/1g

Pharmathen S.A

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583
www.pharmathen.com

Prepared by: Eva Makridaki
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Total Yeast and Mould Count: NMT 100 cfu/1g TYMC:<10cfu/lg
E.Coli: NMT 0 cfu/1g E coli: Absence
Blister tightness Air and water tight after 30 sec. in 1% methylene blue Tight

solution, 160 mmHg pressure

Cardboard box contains the appropriate number of blisters
Packaging of opaque white PVC / PE / PYDC/Aluminium with the

appropriate number of tablets and an instruction leaflet
and is printed with Lot, Exp.

Conforms

Responsible for Release Date :02-02-2024

Quality Control

Pharmathen S.A
Headqguarters; 44 Kifissias Avenue, 151 25 Marous!, Athens Greece, t +30 210 6604 300, f+30 210 6666 749

Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583
www.pharmathen.com

Prepared by: Eva Makridaki
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Code: CoCQMOOTMISTRAL_UA

Innovation inspired by life Version: 001

Date: 25/05/2021
CERTIFICATE OF CONFORMANCE

_ o FOR FINISHED PRODUCT _ _ -
NAME OF PRODUCT: CRAMPALIKA (LEVET) 500mg f.c. tablets
DOSAGE FORM: TABLETS STRENGTH: 500mg/TAB Levetiracetam
PACK SIZE AND TYPE: BTX3BLISTERXI10TABS
QUANTITY: 1.914 BT
IMPORTING COUNTRY: UKRAINE
PRODUCT MA No: UA/18941/01/02
BATCH NUMBER BULK: 0305523
BATCH NUMBER FIN: 0400300
MANUFACTURE DATE: 30-10-2023 EXPIRY DATE: 09-2026
MANUFACTURING SITE PHARMATHEN SA
name & address 6, Dervenakion str,, Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
ANALYSIS SITE name & PHARMATHEN SA
address 6, Dervenakion str,, Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
PACKAGING SITE name & PHARMATHEN SA
address 6, Dervenakion str,, Pallini Attiki, 15351, Greece
GMP-certificate No/ MIA No: 141425/ 21-12-2021 / 0000006501/22/1
RELEASE SITE name & PHARMATHEN SA
address 6, Dervenakion str., Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
BATCH NUMBER OF API: 1340725 /INEULAND
APl MANUFACTURER Neuland Laboratories Limited Unit-1, Sy. No: 347, 473, 474, 490/2
| NAME AND ADDRESS: \sziizzg:ﬁ;ai/‘?ﬁ:g? g?rﬁlne'l::i?sgl,a Mandal, Sangareddy District - 502 313
Telangana, India.
RESULT OF ANALYSIS: Certificate of analysis of finished product attached.
COMMENTS/REMARKS: -N/A-
DEVIATIONS: O YES M NO

Attached number of documents:

| hereby certify that the above information is authentic and accurate.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.
This batch of product, including API, has been manufactured, including packaging and quality control at
the above mentioned sites in full compliance with the GMP requirements and the local Regulatory
Authority and with the specifications of the Marketing Authorization and is released.
Name of Qualified Person: )

Nikos Kordalis

i ure of Qualified Person: Quality Control Manager/Q O3 lo2r2a
Signat Qual o PHARMATHEN S.A.

Date of Release: 02-02-2024

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f +30
210 6604 583

www.pharmathen.com

Prepared by: Eva Makridaki
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